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DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:VO 
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DHEW/PHS/OASH/OIH: RFISCHER 
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AMEMBASSY SAN JOSE PRIORITY 
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UNCLAS STATE 229641 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, VE, MX, PN, UK, CS, ES, GT 
SUBJECT: FDA ADVISORY - FIRM INITIATED RECALL (V-I35-8) 

1 . FDA ADVISES OF THE FOLLOWING FIRM INITIATED RECALL: 

PRODUCT INVOLVED - SODIUM SULFATHIAZOLE (NO STRENGTH SHOWN 
ON LABEL) PACKAGED IN 2 OZ„ 8 OZ„ I LB., 5 LB., AND OTHER 
UNCLASSIFIED 
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SIZES ON SPECIAL ORDER AS A GRANULAR POWDER FOR ORAL ADMINI 
TRATION TO HONEYBEES; SODIUM SULFATHIAZOLE PACKAGED IN I LB. 

AND 5 LB. SIZES AS WELL AS OTHER SIZED ON SPECIAL ORDER AS 
A MICROFINE POWDER FOR ORAL ADMINISTRATION TO HONEYBEES. 

2. PRODUCT IDENITIFIC ATION : (A) THE PRODUCTS ARE MARKETED 
UNDER THE GENERIC NAME (SODIUM SULFATHIAZOLE, BOTH GRANULAR, 
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CATALOG 36), AND MICROFINE, CATALOG 363) AND LABELED AS 
PACKED BY WALTER T. KELLEY CO., CLARKSON, KY 42726 (B) ALL 
PRODUCT SHIPPED SINCE 7/1/77 - 2 DIGIT LOT NUMBERS MAY APPEAR 
ON THE LABEL AND SOME LABELS MAY BE UNCODED. 

3. MANUFACTURER/RECALLING FIRM: WALTER T. KELLEY CO., 
CLARKSON, KY 42726 (REPACKER AND RECALLING FIRM) 

4. REASON FOR RECALL RECOMMENDATION: THE PRODUCT IS A 
NAD (NEW ANIMAL DRUG) FOR WHICH THE FIRM DOES NOT HAVE 
AN APPROVED NADA (NEW ANIMAL DRUG APPLICATION ). THE FIRM 
WAS ADVISED OF THE NEW DRUG STATUS IN AN INFORMATION LETTER 
DATED 6/23/77. DURING THE El OF 5/9-LO AND 15/78 FIRM'S 
MANAGEMENT INDICATED THAT THEY WERE CONSIDERING RECALLING 
PRODUCT DISTRIBUTED SINCE 7/1/77. RECALL LETTERS WERE 
MAILED MAY 17, 1978. 

5. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
DETERMINE IF THEY HAVE RECEIVED RECALL LETTERS. QUESTIONS 
REGARDING RECALL SHOULD BE REFERRED TO WALTER T. KELLEY, CO. 

6. FOREIGN CONSIGNEES AS SUPPLIED BY FIRM TO FDA ARE: 

PROFESSOR M. STEJSKAL, NUCLEO DE MONAGAS, ESCUELA DE 
ZOOTEZNIA, CENTRO DE INVESTIGACIONES, JUSEPIN, VENEZUELA 
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SR. CARLOS SANCHEC, NINOS HEROES NO. 86 OTE, HERMOSILLO - 
SONORA, MEXICO 

REP. DE PANAMA, MINISTERIS DE DESARROLLO, ARGOPECUARIC, 
RAMON VANGEAS-A PORTAGO 5390. PANAMA, REPUBLIC OF PANAMA 

A. TAYLOR, DUNGRIANACH, MUNLOCHY, ROSS-SHIRE, SCOTLAND 

JACK AWTY, BUNGALOW-BRAMTON ROAD, WOMB WELL, SOUTH YORK 
SHIRE 5730SR ENGLAND 

CESAR CHAVIRA O., FCO BARRIENTOS NO. 404, CHEHUAHUA, CHEH, 
MEXICO 

PAUL C. HARI, LAS JUNTAS DE ABANGARES, GUANACASTE, COSTA 
RICA 

AUTHOR T. HENDERSON, CONDOMINIO CUSCATLAN, NO. 327/329-4A, 
CALLE PONIENTE 23/25, AVE., SUR. SAN SALVADOR, EL SALVADOR 

M.J. WILLIAMS, 84 ASHBUR ROAD, MELBOURNE, DERBY ENGLAND 
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WALTER LOUIS NETTLEHURST JOCOTON CHIQUIMULA, GUATAMALA, 

CENTRAL AMERICA. CHRISTOPHER 

UNCLASSIFIED 
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